wo 2005/067454 



Claims 



PCT/US2004/033959 



What is claimed is: 

1 . A method for treating a hepatitis C virus infection in an individxxal, the 
method comprising administering to the individual a IFN-a, at least one immunomodulatory 
agent, and at least one inhibitor of an HCV enzyme, ha amounts effective to achieve a 
sustamed vural response, wherein the knmunomodulatory agent is one or more of IFN-y. 
phfenidone or a pkfenidone analog, a TNF antagonist, and thymosm-a. 

2. The method of claim 1 , wherein the mhibitor of an HCV enzyme is an HCV 
NS3 protease inhibitor, 

3. The method of claka 1, wherein the mhibitor of an HCV enzyme is an HCV 
NS5B RNA-dependent RNA polymerase mhibitor. 

4. The method of claim 1 , comprismg adnainistering an HCV NS3 protease 
inhibitor and an HCV NS5B RNA-dependent RNA polymerase inhibitor. 

5. The method of claim 1, wherein the immunomodulatory agent is IFN-y 
administered subcutaneously in an amount of from about 10 jxg to about 300 p,g. 

6. The method of claim 1 , whereui the inamunomodulatory agent is pirfenidone 
or a pirfenidone analog administered orally daily in an amount of from about 400 mg to 
about 3600 mg. 

7. The method of claim 1 , wherein the immunomodulatory agent is a TNF 
antagonist. 

8 . The method of claim 7, wherein the TNF antagonist is selected from the 
group consisting of etanercept, inflixhnab, and adalimumab. 
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9. The method of claim 1, wherein the immunomodulatory agent is thymosin-a 
administered subcutaneously twice weekly in an amoxmt of from about 1 .0 mg to about 1 .6 
mg. 

10. The method of any of claims 1-9, wherein the method further comprises 
administering to the individual an effective amoxmt of a nucleoside analog. 

1 1 . The method of claim 1 0, wherein the nucleoside analog is ribavirin. 

12. The method of claim 1 0, wherein the nucleoside analog is levovirin. 

13. The method of claim 1 0, wherein the nucleoside analog is viramidine. 

14. The method of claim 1 0, wherem the nucleoside analog is isatoribine. 

15. The method of claim 1 0, wherein the nucleoside analog is an L-nucleoside. 

16. The method of claim 1, wherein the IFN-a is monoPEG (30 IcD, linear)-ylated 
consensus IFN-a administered at a dosing interval of every 8 days to every 14 days. 

17. The method of claim 1, wherein the IFN-a is monoPEG (30 kD, linear)-ylated 
consensus IFN-a administered at a dosing interval of once every 7 days. 

1 8 . The method of any of claims 1-15, wherein the IFN-a is a pegylated IFN-a. 

1 9. The method of claim 1 8, wherein tlie pegylated IFN-a is a pegylated IFN-a2 
or a pegylated consensus IFN-a. 

20. The method of claim 19, wherein the pegylated IFN-a is selected from the 
group consisting of peginterferon alfa-2a, peginterferon alfa-2b, and monoPEG (30 kD, 
linear)-ylated consensus IFN-a. 

2 1 . The method of claim 1 , comprising administering effective amounts of IFN-7 
and pirfenidone or a pirfenidone analog. 
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22. The method of claun 1, comprising administering effective amoxmts of IFN-y 
and thymosin-a. 

23 . The method of claim 1 , comprising administering effective amounts of IFN-y 
and ribavirin. 

24. The method of clahn 1 , comprising administering effective amounts of IFN-y 
and levovirin. 

25. The method of claim 1 , comprising administering effective amounts of IFN-y 
and viramidine. 

26. The method of claim 1, comprising administering effective amounts of IFN-y 
and an L-nucleoside. 

27. The method of claim 1 , comprising administering effective amoxmts of a TNF 

antagonist and IFN-y. 

28. The method of claim 27, wherein the TNF antagonist is selected from the 
group consisting of etanercept, infliximab and adalimumab. 

29. The method of any of claims 2 1 , 22, 27 or 28, wherein the method further 
comprises administering to the individual an effective amount of a nucleoside analog. 

30. The method of claim 29, wherein the nucleoside analog is ribavirin. 

3 1 . The method of claim 29, wherein the nucleoside analog is levovirin. 

■ 

32. The method of claim 29, wherein the micleoside analog is viramidine. 

33. The method of claim 29, wherein the nucleoside analog is an L-nucleoside. 

34. The method of any of claims 21-33, wherein the IFN-a is apegylated IFN-a. 
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35. The method of claim 34, wherein the pegylated IFN-a is a pegylated IFN-a2 
or a pegylated consensus IFN-a. 



36. The method of claim 34, wherein ttie pegylated IFN-a is selected from the 
group consisting of peginterferon alfa-la, peginterferon alfa-2b and monoPEG (30 kD, 
linear)-ylated consensus IFN-a. 

37. The method of any of claims 5-36, wherein the HCV enzyme inhibitor is an 
HCV NS3 protease inhibitor. 

38. The method of any of claims 5-36, wherein the HCV enzyme inhibitor is an 
HCV NS5B RNA-dependent RNA polymerase mhibitor. 
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